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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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I) D Responsive to communication(s) filed on . 

2a)Q This action is FINAL. . 2b)|EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) E3 Claim(s) 1-13 is/are pending in the application. 
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3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims included in the prosecution are 1-13. 

Claim Rejections ■ 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 6, 9 and 12-13 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 9 is a process of preparation claim and does not recite any process steps. 
Are 5 compounds represented by figures are Markush members? 

What is being conveyed by 'composition which is an injection' in claims 6, 12 and 
13? Does applicant mean that the composition is in a form suitable for an injection? 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-2, 5-6 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kamps (BBA, 1 996) of record. 

Kamps discloses liposomes, which have both albumin and PEG, are bonded 
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(abstract, Materials and Methods). Instant claim 2 simply recites a physiologically active 
substance and therefore, the reference, which teaches the internalized buffer meets the 
requirements of instant claim. 

5. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Panagi 
(International Journal of Pharmaceutics, 1999) of record. 

Panagi teaches liposomes having both HAS and PEG on their surfaces (abstract 
and Figure). 

6. Claims 1-13 are rejected under 35 U.S.C. 102(b) as being anticipated by Tardi (J. 
Immunological methods, 1997) of record. 

Tardi discloses liposomes which have both ovalbumin and PEG on their 
surfaces. The liposomes further contain doxorubicin. Ovalbumin is modified with the 
amine reactive crosslinker SPDP according to the procedures of Loughery (using N- (3- 
(2-py ridy Id ith io) propionyl) phosphatidylethanolamine), which is cited of interest 
(abstract, Materials and Methods, Figure 1). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Woodward Michael can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 



Gollamudi S Kishore, Ph.D 
Primary Examiner 
Art Unit 1615 
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